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~ The MAILING DA TE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 15 July 2004 . 
2a)S This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 1-8 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) KI Claim(s) 1-8 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) Q The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 0 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claim Objections 

The numbering of claim 8 is not in accordance with 37 CFR 1 .126 which 
requires the original numbering of the claims to be preserved throughout the 
prosecution. When claims are canceled, the remaining claims must not be renumbered. 
When new claims are presented, they must be numbered consecutively beginning with 
the number next following the highest numbered claims previously presented (whether 
entered or not). In the interest of compact prosecution, incorrectly numbered claim 8 
has been examined. 

Claim Rejections - 35 USC §112 

Claims 1-6 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. No support is seen in the specification for the 

proviso "excluding the trans isomers of the compounds having the structures " 

There is nothing in the specification that would lead one to think that the recited 
compounds can be excluded, such as, cis is better than trans. Furthermore, claims 7 
and 8 recite compositions comprising the excluded compounds. 

Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 
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The proviso in claim 1 makes the phrase "trans... isomer" in claim 2 confusing, 
since the proviso excludes specific trans isomers. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
5,962,533. (Bergeron). Bergeron (Table 1, compounds 33 and 34) discloses the 
compounds differing from the compounds of the compositions of claims 1-6 by a proviso 
that excludes the trans compound of Bergeron. The instant dependent claims 4-6 differ 
over Bergeron in reciting a compound in which x and y is 3 are 3 as compared to 
Bergeron where x and y are 4. The instant claims further differ over Bergeron in 
disclosing a composition suitable for treating diarrhea. 

However, in the absence of a showing of unexpected results, no unobviousness 
is seen in one isomer over the other. In re Adamson et al 125 USPQ 233. 
Furthermore, because the characteristics normally possessed by members of a 
homologous series are principally the same, varying gradually from member to member, 
one of ordinary skill in the art would know what to expect in adjacent members so that a 
mere difference in degree is not the marked superiority which will ordinarily remove the 
unpatentability of adjacent homologues of old substances. In re Henze 85 USPQ 261 . 
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Moreover, Bergeron (column 20, lines 40-45) discloses that the polyamine 
derivatives of Table 1 were diluted in sterile water, a pharmaceutical^ acceptable 
carrier. Thus, Bergeron discloses a composition comprising a compound of claim 8 in a 
pharmaceutical^ acceptable carrier. 

Applicant argues that the composition of Bergeron is not a "pharmaceutical 
composition." This is not persuasive. There is no evidence on the record to prove that 
the composition of Bergeron does not necessarily or inherently possess the 
characteristics of the instant composition. 

Claims 7-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

t 

5,962,533 (Bergeron). 

Bergeron (Table 1, compounds 33 and 34) discloses the compounds of the 
compositions of claims 7 and 8. The instant claims differ over Bergeron in disclosing a 
composition suitable for treating diarrhea. However, Bergeron (column 20, lines 40-45) 
discloses that the polyamine derivatives of Table 1 were diluted in sterile water, a 
pharmaceutical^ acceptable carrier. Thus, Bergeron discloses a composition 
comprising a compound of claim 8 in a pharmaceutical^ acceptable carrier. 

Applicant argues that the composition of Bergeron is not a "pharmaceutical 
composition." This is not persuasive. There is no evidence on the record to prove that 
the composition of Bergeron does not necessarily or inherently possess the 
characteristics of the instant composition. 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 

MONTHS from the mailing date of this action. In the event a first reply is filed within 

TWO MONTHS of the mailing date of this final action and the advisory action is not 

mailed until after the end of the THREE-MONTH shortened statutory period, then the 

shortened statutory period will expire on the date the advisory action is mailed, and any 

extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 

the advisory action. In no event, however, will the statutory period for reply expire later 

than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Examiner Cook whose telephone number is (571 ) 272- 
0571 . The examiner can normally be reached on Monday through Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christopher Low, can be reached on (571 ) 272-0951 . 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to Renee Jones (571) 272-0547 in Customer Service. 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Application/Control Number: 10/091,591 
Art Unit: 1614 



The official fax number is 703-872-9806 



September 15, 2004 



Rebecca Cook 




Primary Examiner 
Art Unit 1614 



